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(54) Title: IMPLANTABLE TISSUE STIMULATING DEVICE 
(57) Abstract 

A housing (1") for an implantable tissue stimulating device 
is disclosed. The housing (1") is connectable to an electrode lead 
(3") having an electrode, which is adapted to be in contact with a 
tissue, at a distal end thereof. When implanted, the housing (1") 
is acting as an electrode and shaped so as to create low strength 
electric fields in regions where unwanted stimulation of muscles 
can occur. 




12" 
1 



r 

r 




FOR THE PURPOSES OF INFORMATION ONLY 



Codes used to identify States party to the PCT on the front pages of pamphlets publishing international applications under the PCT. 



AL 


Albania 


ES 


Spain 


LS 


Lesotho 


SI 


AM 


Armenia 


Fl 


Finland 


LT 


Lithuania 


SK 


AT 


Austria 


FR 


France 


LU 


Luxembourg 


SN 


AU 


Australia 


GA 


Gabon 


LV 


Latvia 


SZ 


AZ 


Azerbaijan 


GB 


United Kingdom 


MC 


Monaco 


TD 


BA 


Bosnia and Herzegovina 


GE 


Georgia 


MD 


Republic of Moldova 


TG 


BB 


Barbados 


GH 


Ghana 


MG 


Madagascar 


TJ 


BE 


Belgium 


GN 


Guinea 


MK 


The fomicr Yugoslav 


TM 


BF 


Burkina Faso 


GR 


Greece 




Republic of Macedonia 


TR 


BG 


Bulgaria 


HU 


Hungary 


ML 


Mali 


TT 


BJ 


Benin 


IE 


Ireland 


MN 


Mongolia 


UA 


BR 


Brazil 


IL 


Israel 


MR 


Mauritania 


UG 


BV 


Belarus 


IS 


Iceland 


MW 


Malawi 


US 


CA 


Canada 


IT 


Italy 


MX 


Mexico 


UZ 


CF 


Central African Republic 


JP 


Japan 


NE 


Niger 


VN 


CG 


Congo 


KE 


Kenya 


NL 


Netherlands 


YU 


CH 


Switzerland 


KG 


Kyrgyzsian 


NO 


Norway 


zw 


CI 


Cdte d*Ivoire 


KP 


Democratic People's 


NZ 


New Zealand 




CM 


Cameroon 




Republic of Korea 


PL 


Poland 




CN 


China 


KR 


Republic of Korea 


PT 


Portugal 




CV 


Cuba 


KZ 


Kazakstan 


RO 


Romania 




CZ 


Czech Republic 


LC 


Saint Lucia 


RU 


Russian Federation 




DE 


Germany 


LI 


Liechtenstein 


SD 


Sudan 




DK 


Denmark 


LK 


Sri Lanka 


SE 


Sweden 




EE 


Estonia 


LR 


Liberia 


SG 


Singapore 





Slovenia 

Slovakia 

Senegal 

Swaziland 

Chad 

Togo 

Tajikistan 

Turkmenistan 

Turkey 

Trinidad and Tobago 

Ukraine 

Uganda 

United States of America 

Uzbekistan 

Viet Nam 

Yugoslavia 

Zimbabwe 



wo 00/50120 



PCT/SEOO/00203 



IMPIiANTABLE TISSUE STIMULATING DEVICE 

. FIELD OF THE INVENTION 

5 The invention relates to a housing for an implantable tissue 

stimulating device, especially an implantable heart stimulation 
device . 

BACKGROUND OF THE INVENTION AND RELATED ART 

10 

Heart stimulation devices for human beings, such as pacemakers 
are usually implanted in the chest, mostly on the left side, a 
short distance below the clavicle or collar bone. The device 
will then rest between the pectoralis major and the skin. An 

15 electrode lead supplies electric pulses to the heart from the 
device. The electrode lead includes: one or more electrodes; a 
connector, at the proximal end of the electrode lead, for 
connection of the lead to the stimulation device; conductor (s) 
between the connector pin and the electrode (s) whereof one 

20 typically is located at the distal end of the lead; and, 

insulation. The electrode lead is typically passed upwardly 
over the clavicle and is connected to the heart through a vein 
adjacent to the clavicle. Usually, the housing of the heart 
stimulating device is made of conductive material, and electric 

25 pulses to the heart are delivered by means of a distal 

electrode of the electrode lead, being located in the heart in 
electrical contact with the tissue. The housing is implanted so 
as to be in electrical contact with the surrounding tissue, and 
constitutes a second electrode surface. The object is to create 

30 an electrical field at the interface of the distal electrode of 
the electrode lead (stimulation electrode) with the underlying 
myocardium. However, in a device as described, an electrical 
field will also be created between the stimulation electrode 
and the housing. This may, depending on the strength of the 

35 field, cause unwanted stimulation of other muscles subjected to 
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the fields e.g, the pectoralis major. To avoid this effect, 
parts of the housing can be provided with an insulating cover, 
e,g. of parylene. Usually the whol.e housing . except for a- 
contact window in a central portion of the side of the housing 
5 facing the skin, when implanted, is covered with parylene. In 
such a case the electric field from the housing will be 
concentrated to the area of the window. 

US-A-5 480 416 refers to such devices as prior art, and further 
10 discloses a pacemaker having two sides covered with parylene, 
while an edge joining the two sides is uninsulated, and 
constitutes a contact surface. Thus this pacemaker can be 
implanted with either of its two sides facing the skin of its 
carrier . 

15 

In US-A- 5 658 321 there is disclosed an implantable 
defibrillator or pulse generator having an electrically 
conductive housing used as an electrode. The exterior surface 
of the housing is provided with ridges. Hereby the surface area 
20 is increased, and the electrical resistance in the 

housing/tissue interface is decreased. By the arrangement of 
sharp corners in connection with the ridges, a further 
resistance reduction is achieved. 

25 A further casing for a power supply and pulsation control 

circuitry of a cardiac pacer is disclosed in US-A 4 094 321. 
This casing comprises a substantially flat bottom surface and a 
shallow dome-shaped top, which tapers down to a thin peripheral 
edge of a small radius of curvature juxtaposed to the bottom 

30 and merging curvelinearily therewith. The substantially flat 
bottom surface can be of metal, epoxy or other suitable inert 
coating. Further, said bottom surface is provided with a 
catheter storage means, including rims or grooves. When 
implanted the casing is located with the dome-shaped top facing 
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the skin, and the substantially flat surface supported by 
muscles or ribs. 

The method widely used today, for preventing generation of 
5 electric fields in regions where they could cause unwanted 
stimulation of muscles, by covering portions of a housing, 
which serves as an electrode, with an insulating material such 
as parylene, is an effective method. However, it is costly due 
to the step of the application of the parylene itself and the 
10 pre-treatment and after treatment steps. 

SUMMARY OF THE INVENTION 

It is an object of the invention to provide a housing for an 
15 implantable tissue stimulating device where the electric 

fields, which are generated around the housing and could cause . 
unwanted muscle stimulation, could be eliminated, or at least 
reduced to a safe level, where the risk of unwanted muscle 
stimulation is eliminated, which housing can be produced in a 
20 simpler and more cost-effective manufacturing process. 

A device according to the features of claim 1 achieves this. 

By these features, a housing for an implantable tissue 
25 stimulating device is provided, where, when implanted, the 

housing is acting as an electrode and shaped so as create low 
strength electric fields in regions where unwanted stimulation 
of muscles can occur, without the need of covering portions of 
the housing with an insulating layer. 

30 

By the arrangement of a curved circumferential first wall 
section connected to a first wall having a generally flat 
exterior surface, and a curved circumferential second wall 
section connected to a second wall having a generally flat 
35 exterior surface, where the first wall section has smaller 
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radius of curvature than the second wall section a favourable 
electric field distribution around the housing is obtained. 

Roughening the surface or providing the surface with ridges or 
irregularities can increase the electrical field at the region 
of the wall facing the skin. 

BRIEF DESCRIPTION OF THE DRAWINGS 

Figure 1 schematically shows a pacemaker implanted in a 
patient. 

Figure 2 is a schematic view of a prior art pacemaker. 

Figure 3 shows a cross section taken at III-III in FIG 2. 

Figure 4 is a schematic view of an embodiment of a housing for 
an implantable tissue stimulating device according to the 
invention . 

Figure 5 shows a cross section taken at V-V in FIG 4. 

Figure 6 is a schematic view of an alternative surface 
structure of the first wall of the housing of the invention. 

Figure 7 shows a cross section taken at VII-VII in FIG 6. 

Figure 8 is a schematic view of a further alternative surface 
structure of the first wall of the housing of the invention. 

Figure 9 shows a cross section taken at IX-IX in figure 8. 

DESCRIPTION OF PREFERRED EMBODIMENTS 
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With reference to FIG 1, a conventional placement of a 
pacemaker implanted in a patient is shown. A housing 1 for a 
pulse generator- is implanted on the left side of the chest. The 
housing is conductive, made of a bio-compatible material such 
5 as titanium, and hermetically sealed against intrusion of body 
fluids and tissue when implanted. On top of the housing a 
header 2 is arranged. The header is made of transparent epoxy 
resin, and is moulded onto the housing. The header includes a 
female portion of an electrical connector coupled to the 

10 circuits of the pulse generator. An electrode lead 3 includes 
at its proximal end a male connector 31 (connector pin, not 
shown) for electrical connection with said female connector. At 
the distal end the electrode lead 3 is provided with a 
stimulation electrode 32, which is located in the heart in 

15 electrical contact with the tissue. A stimulation pulse 

generated by the pulse generator will be applied between the 
electrode 32 and the housing 1, which also acts as an 
electrode. The electrode 32 may also serve as a sensing 
electrode, and the housing 1 then serves as the second sensing 

20 electrode. Between the male connector 31 and the electrode 32 
the lead 3 includes an electrically conductive wire provided 
with insulation. 

Alternatively the lead may comprise an additional electrode, 
25 preferably also located in the heart- In such a case, the 

sensing is preferably performed by means of the electrodes of 
the lead, and the number of insulated wires of the lead will be 
the same as the number of the electrodes. 

30 In FIG. 2, the housing and a proximal lead portion, of a prior 
art device to be implanted as shown in FIG 1, is shown in an 
enlarged view. The housing 1' has a first wall 11' having a 
first generally flat exterior surface. The housing is adapted 
to be implanted with this first surface facing the skin of the 

35 patient. 
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FIG. 3 is a cross section taken at III-III in FIG. 2, with the 
housed parts and components omitted, for simplicity. Opposed to 
the first wall 11', a second wall 12' having a second generally 
5 flat exterior surface, is provided. The first and second walls 
11', 12' are joined by a connecting wall, and corners 18' are 
formed where the connecting wall joins the first wall 11' and 
the second wall 12', respectively. When a voltage is applied 
between the electrode of the lead and the housing, an electric 

10 field will bee generated around the housing. This is 

illustrated with schematic field lines. Along the corners 18' 
the field will exhibit strong field concentrations, leading to 
high current densities in the surrounding tissue and possibly 
to unwanted stimulation of muscles. To prevent this, prior art 

15 devices have been provided with an insulating parylene coating 
of the whole housing except for a central portion of the 
surface facing the skin of the patient, as mentioned above. 
This portion or window 19' is shown with broken lines in FIG. 
2. 

20 

An embodiment of a housing for an implantable tissue 
stimulating device according to the invention is shown in FIG. 
4, and a cross section taken at V-V thereof is shown in FIG. 5. 
This device is also adapted to be implanted as shown in FIG 1. 

25 Also in FIG. 5 the housed parts and components are omitted, for 
simplicity. A housing 1" comprises a first wall 11", having a 
first generally flat exterior surface, and a second wall 12" 
having a second generally flat exterior surface. The first and 
second walls 11", 12" are joined by a third circumferential 

30 wall 13". The third wall 13" comprises a curved circumferential 
first wall section 14" that is connected to the first wall 11" 
around its periphery. The third wall 13" further comprises a 
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curved circumferential second wall section 15" that is 
connected to the second wall 12". 

On top of the housing 1" a header 2" is provided. It is of the 
5 above mentioned kind, made of transparent epoxy, and moulded 
onto the housing 1". The header 2" could be moulded to the 
housing 1" so as to cover an adjacent portion of the second 
wall section 15" and possibly also an adjacent portion of the 
first wall section 14". 

10 

The first 11", second 12" and third 13" walls are all made of 
an electrically conductive material, such as titanium, and the 
housing is hermetically sealed. 

15 As seen in FIG. 5 the radii of curvature of the first wall 

section 14" and the second wall section 15", taken in a plane 
perpendicular to the first 11" and second 12" walls are 
different. The first wall section 14" has a smaller radius of 
curvature, whereas the second wall section 15" has a greater 

20 radius of curvature. The ratio between the curve radii is in 
the range of 1:2-1:6, and preferably around 1:4. When 
discussing the radii of curvature of the wall sections, it is 
assumed that the thicknesses of the wall sections are uniform. 
However, this is not necessary, and in cases where a curve 

25 radius of a wall section is difficult to define it is referred 
to the exterior surface of the actual wall section. 

The condition that the first wall section 14" has smaller 
radius of curvature than the second wall section 15" is 
30 generally valid for all planes through and perpendicular to the 
first and second walls 11", 12". Preferably the ratio between 
the radii of curvature is the same all the way along the third 
wall 13". However, in the region of the header, the desired 
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effect could be obtained due to the insulating properties of 
the header material, especially when the header covers a 
portion of the second wall section 15". In such a case the 
relation between the radii of curvature at this location can be 
5 somewhat different than mentioned above, without departing from 
the spirit of the invention. 

The first and second wall sections 14", 15" are circularly 
curved in said planes. For a housing shown in FIG. 5, having a 

10 thickness of e.g. about 6 mm, i.e. the distance between the 

exterior surfaces of the first and second walls, the radii of 
curvature could bee 1 mm and 4 mm for the first and second wall 
sections 14", 15", respectively. However, the wall sections may 
be curved in other shapes, e.g. partially elliptical. What's 

15 important is that the curve of the first wall section 14" is 
sharper than the curve of the second wall section 15". For 
housing thicknesses of e.g. 8 and 9 mm, the radii of curvature 
could be the same as for the 6 mm case. Practically the 
smallest radius of curvature (of the first wall section 14") 

20 should not be smaller than about 1 mm, even if it could be a 
sharp corner. 

The housing shown in FIGS. 4 and 5 is adapted to be implanted 
in a patient with the first wall 11" facing the skin. When in 

25 use, and when pulses are applied to the stimulation 

electrode (s) of the electrode lead, an electric field is 
generated around the housing 1", which is coupled to the pulse 
generator, and acts as an electrode. By the arrangement of the 
curved circumferential first wall section 14" and the curved 

30 circumferential second wall section 15" where the first wall 
section 14" has smaller radius of curvature than the second 
wall section 15" a favourable electric field distribution 
around the housing is obtained. As illustrated in FIG. 5 with 
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schematic field lines, there will be a lower field 
concentration in the region around the more smoothly curved 
second wall section 15" than- in the region around the more 
sharply curved first wall section 14". Due to the weak electric 
field in the region around the curved second wall section 15" 
the current density here will be low, and the risk of unwanted 
stimulation is eliminated or at least heavily reduced. In the 
region around the curved first wall section 14", on the other 
hand, the electric field will be relatively strong, resulting 
in a relatively high current density in the adjacent tissue. 
This is advantageous since in this region there are no muscles 
that could be stimulated, and the currents can be distributed 
in a favourable way. 

In order to smoothen the exterior surfaces of the second wall 
and second wall section, they can be polished. Hereby, small 
field concentrating irregularities of the surfaces are removed. 
This will even out the field, and possibly also reduce it. 
For the exterior surface of the first wall and possibly also 
for the first wall section the contrary is desired. Therefore 
the generally flat exterior surface of the first wall and 
possibly also the first wall section could be blasted in order 
to achieve a relatively rough surface. Besides a concentration 
of a field, a decreased electrical resistance in the 
housing/tissue interface around this wall and wall section is 
also achieved. Grinding, abrading, brushing, or chemically 
etching the surface e.g. to generate sharp peaks, which may be 
elongated ridges, could also form the roughness or 
irregularities of the surface (s) or individual pointed peaks. 

FIG 6 shows the exterior surface of the first wall 11" being 
roughened, textured or contoured. The exterior surface of the 
first wall 11" is provided with an array of grooves 17". The 
grooves 17" alternate with an array of ridges 16", each of 
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which. stands between and defines adjacent grooves. The grooves 
can be formed as mentioned above or by cutting, milling, or 
stamping. As an example, the grooves can be cut to a depth of 
0.25 mm and a width of 0.40 mm, while the ridges have a width 
of 0.40 mm. 

In FIG 7 a cross section taken at VII-VII in FIG 6, is shown. 
Here, the ridges 16" and grooves 17" are shown somewhat 
enlarged. The ridges are shown to be rectangular in cross 
section. However they could have V-shaped cross-section. 

FIG 8 shows an alternative shape of the grooves 17" and ridges 
16". Here they are formed in an annular and concentric pattern. 
Other patterns are also possible, e.g. elliptic or spiral. In 
Fig 9 a cross section taken at IX-IX in figure 8, is shown. 
Also here, the ridges 16" and grooves 17" are shown somewhat 
enlarged. The cross-sectional shapes of the grooves and ridges 
could be the same as in the embodiment of FIGS 6 and 7. 

In the embodiments of the invention above, the first 11", 
second 12" and third 13" walls are all made of an electrically 
conductive material that is to be in contact with surrounding 
tissue. However the third wall 13" could be made of an 
electrically conductive material, and the second wall 12" and 
possibly also the first wall 11" made of a non-conductive 
material, or alternatively covered with an insulating layer. 

The curve radii of the irregularities or ridges are very small, 
at least smaller than 1 mm, and they could be as small as 0.1 
mm, or smaller. 



Although 
examples, 
scope of 



the invention is 
naturally, many 
the invention. 



described by means of the above 
variations are possible within the 
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CLAIMS 

1. A housing (1") for an implantable tissue • stimulating device, 
comprising: 

5 - a first wall (11") having a first generally flat exterior 

surface/ 

a second wall (12") having a second generally flat 
exterior surface, and 

a third circumferential wall (13") joining said first 
10 (11") and second (12") wall and comprising a curved 

circumferential first wall section (14") being connected 
to said first wall (11"), a curved circumferential second 
wall section (15") being connected to said second wall 
(12"), 

15 said housing (1") being connectable to an electrode lead (3") 
having an electrode, which is adapted to be in contact with a 
tissue, at a distal end thereof, 
characterised in 

the first wall (11") being adapted to face the skin of a 

20 patient, 

at least the third wall (13") being made of a conductive 
material, said conductive material being adapted to be in 
electrical contact with a surrounding tissue and to serve 
as an electrode, and 

25 - a curve radius of the first wall section (14") being 

smaller than a curve radius of the second wall section 
(15") , for curve radii in planes essentially 
perpendicular to the first and second surfaces, whereby 
when a voltage is applied between the housing (1") and 

30 the electrode an electric field is obtained having lower 

field strength along the curved second wall section (15") 
than along the curved first wall section (14") . 
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2. The device according to claim 1, wherein 

the first wall (11") being made of a conductive material, 
and adapted to be in electrical contact with a 

surrounding tissue and to serve as an electrode 
conjointly with the third wall (13"). 

3. The device according to claim 1 or 2, wherein 

the second wall (12") being made of a conductive 
material, and adapted to be in electrical contact with a 
surrounding tissue and to serve as an electrode 
conjointly with at least the third wall (13") . 

4. The device according to any preceding claim, wherein 

the first (14") and second (15") wall sections being 
circularly curved in said planes. 

5. The device according to claim 4, wherein 

each of the first (14") and second (15") wall sections 
have centres of curvature along a continuous first and 
second curve, respectively, 

6. The device according to claim 5, wherein 

the continuous first and second curves are essentially 
parallel . 

7. The device according to any preceding claim, wherein 

the ratio between the curve radii is in the range of 1:2- 
1:6. 

8. The device according to any preceding claim, wherein 

the ratio between the curve radii is about 1:4. 



9. The device according to any preceding claim, wherein 
the first exterior surface is rough. 
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10. The device according to any preceding claim, wherein 

the first exterior surf ace .is . contoured. 

11. The device according to claim 10, wherein 

the first exterior surface is provided with a plurality 
of ridges (16") . 



12. The device according 
10 - each of the ridges 

edge being a sharp 



to claim 11, wherein 

(16") is provided with at least one 

corner . 



13. The device according to any preceding claim, wherein 
the second exterior surface is polished. 
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